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isn?«tr 3t^ «Rr^5Pf( T.^n^PT 

(ig-miT f^^TPT) 

^rf P?^r, 2 ^ 51 #. 1H87 
Trfa^=T^Tr 

>TI . Tir . f'=T. G26(ti). —?fK ST^rltR JTDnft 
19 4,=; TIT TftT ^raftEpT TlfaTlT f^TTft TTm, 

sr^igrr Tfr^rar 5 rrarf=T?m, 1940 (1910 ttt 23 ). 
^ ETRT 12 3 3 ^ ^rr^rT % i^rwjr 

^rir TfWT^iTT t%^frrJT) aft ^rfsjg^T ?rT, ttt , Pt, 

loii(Tr) ^iTtg-20 wnriT, i 98 ci % ?r 4 tTr, % ^T^iqg-, 
Ti-friimi’T, ■■fmr 2, #r 3, 39^ (i) 20 sttrct, issg 

% 'TC5 1—4 qT; srqrTfw fWT ’DTi «n 13^ ?Dft 

cTiTtir ^fqr^pit T;T3i'ra' irfgrqr f^Hrr ^ TTpErf^r 
’TqTfqie «ft ^PT^IT ^"t ^T^rSET ’if sft flqj 

TffSOT sfti; gsn? iTitf ^r, p5Tar% JDTTf^ aft Tnrmr 
^ I 

Tft^; TrsfW afr srftiqt 20 lT»rTaT, 19S6 ^ ^ 

gq-Tprer qn;r ft »rf «fr; 

TftT %;5tq' qTTffq % qf?r qr^q % qf-a q hfit wfOTT tAt 
g.qrft TT fqqiT ttt: firqr 11 


TTcT:. Jp^pfr, ^ft ETTTT 33 62 

gm qgqr TTfqq-jff qrf qiriq stWcr ^wqt^t nwTfBtT: 

q q^uTsf apTq % ?ftT 5iTri'5f?r ^iTqqt Pupr, 

19 45 qrr Titr qqtsiq q :?;5 ^PvT'' fqcTnrP^'q fq-Tq qq-j^ 
|, TP-rm :— 

1 - (i) ^ fqqqr qr q'f>;F?[qm?ftqfEr qtq Tpirat 

.(ftqrr wraq) fqqTr, 19S7 t \ 

(ii} if qr^qsf q qqqqrq qifw qft ^tq i 

2. TiWeT TrqTsiq- qTqqf fqirq, 1945 q,— 

(qr ) Ttqgqr 15 if,— 

( 1 ) ''qqrwqWrq ?itr qrffTtirqqqR gii-qr^^^ % 
?iTq sqqrrg” afqfe % qqqrq—“fw-'qrrfCT 
irfqfe TRT; t«ttPri qt qiTIDfr ; 

(2) “qrsqqfr'CT iqqr^qftT qTi% qrqqr” sTfqf^ % 

"qnfqr^i^” qfgfcq Tfqii^rpRr iff 

Trrrnrt ; 

(3) TT'qt qq'lq” qfqfiqr% qqqiq “ 7 nnfesr 

srqiwrfw ^ 5111#; 

(4) ‘Twr^q” srfqfe % qq^iq “jfmwfsfq 
qqtqr^” qfoffe qrq;^«(Tfqqr aft 7)11:?^; ?r«tfq— 
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(i8) “?IWt 

3T?r: q"r ^trfr 

(19) /sTri'^q-ii 3?!'=: ^^■fsrrprfiTf’T “qfgff:?: € wrq 

■‘mfsJTJT qfqfe aiqipqifqq qr^T ^?fr; 

I'lo) “fflsraTfr” srfqfe % qs^^ "^TTfTi^Aqm” 
qftfe srq:^?TTlqq # ^qV; 

(21) “qj'q'tqrw; qfqffc; % qT^Tq “q^qq 

mqlq” qfqfe 3 tq:«nfqq srprift ; 

(22) “q^qmTT qftffe %q3qTq, “SfrEr^q” 

qfqfe 3Tq:B!nfqq q?)- srrrrqV; 

(23) <Tq<iT ” srfqfe ^ qiqrq 

'Ti^qsrfsTf^q srfqfs^: srqiqirrfqq 

T- ^rrrq" 

{ 24 ) qfqpT q^qrq fqiq%f«rq 

sfM'^qqi st^t: ^mfqqq:'! sn<rfq :— 

“qq'mqraT”; 

( 25 ) '%Tqfqq”qiqfe % qrqRT fqiqfqfeiq qfqp;j ifq; 
«4rfqq Tr srrt^qr , ^roffi :— 

"q^TqTfqq sTsf/rqqmw? fqqrfq^'' ; 

[q. f^iq . -) I 0 1 1/ 8 5 -qr. rrqr. qff ^ irif q^r , ir^;. qj 

qq. qf. q^rq^qq, qqqq qftq 


( 5 ) "qiqqrtqT^rq” qftfe: % qqqiq fqpT qfqfnq 
?iq;?qrfqq — 

■‘qtfqqq 2 qqqlq^fqqqqq^fq,” 

■‘sqtqql'^q fqfq”. 

(«r) ‘V’ q,— 

( 1 ) “sfrwTqlq ^TfffqqT^^” qfqpq' qr nn ferr 
qTt|JiT I 

{ 2 ) '’qTqfqqrsq sr^ftqqfra^” afqfe %■ qsqiq 
■‘5qqqT?q|q” qPqfe qqqqrfqq qrqqt; 

(3) “qrTfjfmfl^q q'lftqq” qf^Eff % qirqRT 

‘■qnfe>TT” srfqfEJ ¥q:wrrfqq # ^Tt^; 

(4) ^fqqYnTrq” qf^ % q?qTq “qwrfqq q'lfeqq” 
qf^ 3iq:q!fTfqq # qrtrqV; 

( 5 ) ‘‘qsftrtqtfqiEqqrq” qfcrfe % qF^rt^ “firferslq'’ 
qfqffej qqipqifqq qq nTwr'Y; 

(6) “fqffe #f?5trqq qqfjrqr^r’ % qFqrq "fqfiriTqT- 
?fqq” qfqfEq qq: pqrfqq ^qrrnft-; 

( 7 ) “qTlfqqf3-Siz”qfqfe % 
qqi^qrfqq q?t 

{s) “qfqEeqrT qrqq- jcq qRjfqqq % yq % qqqq 

qrq qrqV qkfqqj” qfqfe- % qFqrfr fqfqfqfijq 

qfqfeqt qTq'qlj qqfq:_ 

* 

“qq'sqifqqi qcq"; 

( 9 ) "qrqr, Q;?|-5|T5q, qrf t ^itftqqVfrq qr qr 
q^f, qq% qqqtff; qq qq % qqrqq qiq qrq 
feqV qqrq m ?r'rf qqq" qfqfe % qqqrq 

■‘q^rftqrq qfqq%j”qrqfe3fq:j:«rTfqq # qrqqV; 

( 10 ) "'qq^SM^r-m^q qr^frqqrrrfq” qftfe % 

“■q^'tqqq qrr|‘rf^5q” qf^ft? sjqriqrfqq qr 
qrqjft; 

( 11 ) “’qr^qqrqq” qfqfe % qFqrq “IqiqiqqVqrq” 
qf'qfe q'q:rqrfqq # qr^qt; 

(12) q^qrqqifqq; qq% ^qiq” qfqfe %- q^q-fq 
“q^^qrlqfqq qfq:iqTfq'=f fsT-T^Tn-^qj^rq" qfqp:?' 
Tqqqrfqq qt qrt^; 

(13) "qmtq qrqsrqqrcTfq” qfqfe % qs^rer “^qriM” 
qfqfe qq:^qrfqq # qr^nfi-; 

(14) qiqqqrqrnq; qq% qqq” qfqftj; 
qrqr’' qfqfe 3fq:iqrFqq qV qrtrift; 

'{ 15 ) “q'^qq'rq'tq’ qFqp:i % qgq-rg-qTfeqq” 
qfqfe 3Tq:qqrfqq q'r qrqq'^; 

( 16 ) “qqrqTtqrfq?” qf^tq- % fqqq%feq- 

qf^Ej^iq gjqqrjfi-^ qqTq :—j- 

■‘if qrq'i?rr^ 

“qqlqrqr??”; 

(1 /) TOrsrr. qq% qqqf” % qf%qrq?, qqqqr % qf%- 
qr^sf q =qcqrq; ^3^% qqq’' qi^cj % qjqrq 
■TTqmrfqq''qfqfe 3rq:rqrfq5 


fe'q^i-^qrfriq 1-5-1979 qq qqraWqq q)qfq q)r qqraq 
qrqqlfqqq, 1945, 7qr?«:q qtq qfrqrr qfqrq qqr- 
qq (iqri^q fqqrq) % qqTqq t, qtqfq qlT qqrjq 
qrqqt qfjFqqq qfT fqqqf (q> qV ql rrq ei) 
qq srqfqcj: qr)- qq qqTqEj I I qrqqqrq qqq fqq-iff 

Tt qrrq % rrqrq qrq 2, ■'sr 3 (i) ^ qqrFqq fq*q- 
Fqfeq qpJ^qqrqlsT'.T qqlErq fqqr qqr; qq?q:— 

1. qr. qr.fq. i 24 iqTr"t')q 6-10-1979 

2. qr. qr. fq. i2i2qTftg- 6-10-1979 
3 - qr. qr, fq. l 24.1 qrfliq 6 -! 0-1 979 
4. qr. qr.fq. 128I qrflqr 12-10-1979 
.5. qr. qr. fq. 4:io?rrffa- 19.4-1960 

6 . qr. qr. fq. yroqrfra- 26 - 7 -i 9 so 

7. qr. qr. fq. 54 o(q) qRtsr 22-9-1980 

8 . qr, qr. fq. 68 o(q) qTr)iq 5-12-1980 

9. qr, qr. fq. osi(q) qrrkr 5-12-1990 

10. qr. qr. fq. 682 (q) qTTqa- ,5-13-1980 

11. qr qr. fr. 27 (q) qr-fg- i 7 -i-i 98 i 
1 - 2 . qr. qT. fq. 478 (q) qrffq 6 -S- 19 S 1 

13 . qr. qr. fq. 62 (q) qrfr'^ 1.5-2-1982 

14 . qr. qr. fq. 462 (q) qr-fl^ 22-6-1982 

15 . qr. qr. fq. 5 io(q) qrrfq 26-7-82 

16. qr.qi.fr.q, 1 3 (q) qKfq 7-1-1983 

17 . qr. qr. fq. 3 i 8 (q) qrrfq 1-5-1984 

18. qr. qr. fq. 33i(q) qrrfq 8-5-1984 
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II—:t(i)] _________ 

It-i. =TT. W. f'T. 46«(W) fTftW 20-u-lf)S4 
■24. m. ^T. 487(?T) =Tr^''a' 2-7-1984 

2 1 . »rr. 4rr. f^. 89 (??). i6-2-i9S5 

22. Ti. f=r. 7 S 8 (;?r) =rrrW 10-10-1985 

23. ^T. fTT, 17V1T) 7-M 9if5 

24. ’Tf. spT, f^. I049(?T) ffl'rra 29-8-1986 

2 5. gr., ^T. f^T. 10 60(W) ?TKr^ 5-9-1986 

26. ’TT. W. fo'. 1115(?T) 30-9-1986 

27 . irr. ^r. (w) 30 - 1 - 19.97 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 

New Deliii, the 2nd July, 1987 
NOTIMCATION 

G.S.R. 626(E).—W'hcreas certain draft rules fur¬ 
ther to amend the Drugs and Cosmetics Rules, 1945, 
were published as required by sections 12 and 33 of 
the Drugs and Cosmetics Act, 1940 (23 of 1940), 
at pages 1 to 4 of the Gazette of India, Extraordi¬ 
nary, Part-Il Section 3, Sub-Section (i) dated the 20th 
August, 1986, under the notification of the Govein- 
ment of India in the Minisity of Health and Family 
Welfare (Department of Health) No. G.S.R. 1011(E), 
dated the 20th August, 1986, inviting objections and 
suggestions from all persons likely to be allected there¬ 
by before the expiry of sixty days from the date on 
which the copies of the Official Gazette containing 
the said notification were made available to the pub¬ 
lic. 

And whereas copies of the said Gazette were n'aae 
available to the public on the 20th Au.aust, 1986. 

And whereas the objections and suggestions re¬ 
ceived from the public on the said draft have been 
considered by the Central Government; 

Now, therefore, in exercise of the pijwers conferred 
by sections 12 and 33 of the said Act, the Central 
Government, after eonsultation with the Drugs 
Technical Advisory Board, heitby makes the follow¬ 
ing rules further to amend the Dnrgs and Cosmetics 
Rules, 1945, namely :— 

1. (1) These rules may be called the Drugs end 
-Cosmetics (Third Amendment) Rules, 1987. 

(2) They shah come into force on the date of 
itheir publication in the Official Gazette 

2. In the Dkugs and Cosmetics Rules, 1945,— 

(a) In Schedule G,— 

(i) after the entry “Chlorthalidone and other 
derivatives of Chlorobenzene compound”, 
the entry “Cis-Platin” shall be inserted: 

(ii) after the “Cvclophosolu ip'd.-- zna its sails”, 
the entry “Cytarabine” shall be insered; 

(iii) after the entry tTnsulin. all types”, the entry 

“Lomustine Hydrocliloride” shall be insert¬ 
ed; 


inserted; 

(v) after *be entry “Sarcclysjne”, the following 
shall be inserted, narnuly : — 

“Sodium 2 Mercaptcethanesul fonate”, 
“Tamoxiten Citrte”, 

(b) In Schedule H ;— 

(i) in the entry "Isoptine Hydrochloride” shall 
be omitted, 

(ii) after the entry “Bromhexine Hydrochlo¬ 
ride”, the entry •"Bumetidine” fball be 
inserted; 

(iii) after the entry “Carbenoxoions Sodium”, 
the entry “Carbidopa” shall be inserted; 

(iv) after the entrv “Caiisoprodcr’. the eniry 
“Cephalethin Sodium” shall be inserted; 

(v) after tno entry ■Clilorproihiaxenc”, tlie entry 

“Cimetidi te" shall De inserted, 

(vi) after the entry “Cittated calcium „Carbi- 
mide”, the entry “Cilindamycin’ shall be 
inserted; 

(vii) after tlie entry 'Cyclandeiale”, the entry 
“Danazol” shall b.? inserted; 

(viii) after the entry “Drugs coming within the 
purview of the Dangerous Drugs Act, the 
follo'vin:' entries shall be inserted, name¬ 
ly : — 

“Econozole” 

“Enfenamic. Acid”; 

(ix) after the entry “Ergot, alkaloids of, whether 
hydrogenated or not; their hoinologues; any 
salt of any substance failing within this 
item”, the entry 

“Estradiol Succinate” shall be inserted; 

(xj after o’le entry “fenfluramine Hydrorhlo- 
ride”, the entry “Flavoxate Fiydrochlo- 
ride” chaff be inserted, 

(xi) after the entry “Guanethidine”, the entry 
“Haiofuginone” shall be inserted; 

(xii) after the entry “Indomethacin; its salts”, the 
entry “Intralipid Intravenous Fat Emulsion” 
shall b;; inserted; 

(xiii) after t;ie entry “Ketamine Hydochloride”, 
the 3!!t:y “Ketoprofen” sliall be inserted, 

(xiv) after the entry “Levarterenol; its salts”, the 

entry “Levodopa” shall be inserted; 

(xv) after ;he entry “Mesteroione” the entry 
“Methicilin Sodium.” sh.iii be insetted: 

(xvi) after the entry “Metochlopramide” the 

foliowing entries shall be inserted, 
namely ;— 

“Metonroiol Ta'-tratc’ 

“Metrizmui'Je”; 

(xvii) after the entry “Raiiwoffia alkaloids of then 
salts; derivatives of alkaloids of Rauwftlfia; 
their salts”, the entry “Rcsoxaciri” shall be 
inserted; 


(iv) after the entry “Primidone”, the entry 
“Procurnazine Hydrochloride” shall be 
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(xviii) after the entry “Salicylazosulphapyridine”, been amended by the following notifica- 

the eiTi'y, “Si^oiTiicin Suiihate” shall be tions published hi Part-Il, Seetion 3(i) of 

inserted; Gazette of India, namely :— 


fxix) after the entry ‘^Sodium and McGlumine 
Isothalamatcs", the entry “Sodium Vatpo- 
ratc” shall be inserted; 

(xx) after th; entry “Sotalol''. the entry “Spirono- 
lactonT’ shall be in'cried; 

(xxi) after the entry “Siilfcmal; alkyl Sulfonals”, 
the enl'V "Sulphadcxine’’ shall be inserted; 

(xxii) after the entry “Terbiitaline Sulphate”, 
the cfiUy “Tcri7jdone''( snail be inseiieJ; 

(xxiii) after the cutty '‘Tritnepra-mine, its SiiUs". 
the entry “Trimetazidinc dihydrochloride' 
shall be inserted; 

(xxivl after th: entry ‘Triraipramine'' the tt>lh‘Hv- 
ing eniries shall be imeited, namely : 
“Tylostn Tartrate’' 

‘Thokinuse”, 

Txxv) after the entrv '''Vasopressin”, the ft>llo'.v- 
ing entries shall be inserted, namely — 
‘‘Verapamil Hydrochloride” 

“Xipamid’' 

LNo. X-11014| 3i85-DMS&PFA1 
.S. V. STJRRAMANIYAN, .It. Secy, 

NOTE :—The Drugs and Cosmetics Rules 1945. 

as amended upto 1-5-1979, is contained 
in the publication of the Ministry of 
Health and Family Welfare (Department 
of Health) containing the Drugs and 
Cosmetics Acts and the Rule (PDGHS- 
61) subsequently.; the said rules have 


1. C.S.R. 1241 dated 6-10-79 

2. G.S.R. 1242 dated 6-10-79 

3. G.S.R. 1243 dated 6-10-79 

4. G.S.R. 1281 dated 12-10-79 

5 G.S.R. 430 dated 19-4-80 

6. G.S.R. 779 dated 26-7-80 

7. G.S.R. 540 (E) dated 22-9-80 

8. G.S.R. 680 (E) dated 5-12-80 

9. G.S.R. 681 (E) dated 5-12-80 

10. G.S.R. 682 (E) dated 5-12-80 

11. G.S.R. 27(E) dated 17-1-81 

12. G.S.R. 478 (E) dated 6-8-81 

13. G.S.R. 62(E) dated 15-2-82 

14. G.S.R. 462(E) dated 22-6-82 

15. G.S.R. 510(E) dated 26-7-82 

16. G.S.R. 13(E) dated 7-ES3 

17. G.S.R. 318(E) dated 1-5-84 

18. G.S.R, 331(E) dated 8-5-84 

19. G.S.R. 460(E) dated 20-6-84 

20. G.S.R 487(F) dmed 2-7-84 

21. G.S.R. 89(E) dated 16-2-85 
22 G.S.R. 788(E) dated 10-10-85- 

23. G.S.R. i7(F) dated 7-1-86 

24. G.S.R. 1049(E) daterl 29-S-S6 

25. G.S.R. 1060(E.) dated 5-9-86 

26. G.S.R. 1115(E) dated 30-9-86 

27. G.S.R. 71(E) dated 30-1-87 
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